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STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. " 

■ fftTst"rl°Llj^NTH^^r^^^^^ '•■'^(^)- "-^ya reply be timely filed 
alter SIX (6) MONTHS from the mailing date of Ihiscommunicalion 

■ Ino'^!^^Z1^^ specified above Is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timehr 
- If NO penod for reply is specified above, the max mum statutory period will aoolv and will exoire SIX rs» iuidnth"? fr„ ihT 1 ■ ^ 7 , .u- 

Status 

Responsive to communication{s) filed on 16 June 2004 . 
2a)ia This action is FINAL. 2b)n This action is non-final. 

3) n Since this application is in condition for allowance except for fomial matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 11 , 453 O.G. 21 3. 

Disposition of Claims 

4) 13 Claim(s) 1-20.22 and 24 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s)_ is/are allowed. 

6) 13 Claim(s) 1-20.22 and 24 is/arp rftjfir.fPH 
?)□ Claim(s) is/are objected to. 

8) n Claim{s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 121(d) 

1 1) 0 The oath or declaration Is objected to by the Examiner. Note the attached Office Action or fomi PTO-1 52. 

Priority under 35 U.S.e. § 119 

12) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (0 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received In Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman 1 1 
F.3d 1046, 29 USPQ2d 201,0 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 ' 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington 
418 F.2d 528. 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1 . 1 30(b). 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 



Claims 1-20,22 and 24 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-19 of U.S 
Patent No. 6,514,769. Although the conflicting claims are not identical they are not 
patentably distinct from each other because both are directed to a test device having a 
base with a plurality of slots that accommodate a plurality of test strips. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude vwth one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 8 and 17 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

These are improper multiple dependent claims because they do not refer back to 

the claims in the alternative. 



Claim Rejections - 35 USC § 102 
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The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 1-20,22 and 24 are rejected under 35 U.S.C. 102(b) as being clearly 
anticipated by Klimov et al. (USP 5,770,458) 

Klimov et al. teach an assay device comprising a plastic holder (1 02) that will 
hold 3 to 5 membranes(IOI) for common drugs of abuse. The membranes(IOI) further 
comprise a detection site(1 03) and a control site(1 04). 

Claims 1-9,18 and 22 are rejected under 35 U.S.C. 102(e) as being clearly 
anticipated by Chipowski (5,976,895). 

Chipowski teach a transparent container (1 1 ) with an open top (14). A test card 
(25) comprises a plurality of test strips (26-30) that are spaced apart in parallel on test 
slide (31) such that the each test strip isfluidically isolated from the others by recessed 
slots in the card (see col. 4 lines 5+). The results are observed through test windows 
(50). Column 3 lines 61+ teach the analytes can be common drugs of abuse such THC, 
Benzoylecgonine(cocaine), Morphine, Amphetamine or PCP. Additionally, with respect 
to thenew limitations, column 5 lines 30+ teach control zones. 

The claimed base plate and cover have been read on test card (25). The 
multiplicity of test strips on strips (26-30). The limitation in claim 1 that each test strip 
protrudes out of the open end of the slot has been read on figure 1 which show card 
(25) protruding from closure (15). The control zones have been read on the claimed 
control zone. 
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Applicant's election with traverse of group I in the reply filed on 6/1 6/04 is 
acknowledged. Applicant has not put forth any arguments traversing the restriction 
requirement. 

The requirement is still deemed proper and is therefore made FINAL. 

Response to Arguments 
Applicant's arguments filed 6/1 6/04 have been fully considered but they are not 
persuasive. 

Applicant traverses the double patenting rejection on the grounds the patent 
requires a "sample integrity monitoring system". The Office has read this on the 
claimed -control zones-. 

The rejection over Galloway has been vacated because Galloway does not teach 
a control zone on each test strip as presently claimed. 

Applicant traverses the rejection over Chipkowski on the basis this reference fails 
to teach "recessed slots". The Office refers Applicant to figures 9-10 of Chipkowski 
which clearly teach slots having a "... (a)a floor, (b) raised walls ... and (c) at least one 
open end..." as presently claimed. 

The Office has cited Klimov et al. In response to the new amendments which 
required a further search. This reference meets the newly claimed requirements of "... 
each test strip has a test zone and a control zone 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lyie A Alexander whose telephone number is 571-272- 
1254. The examiner can normally be reached on Monday, Wednesday and Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill Warden can be reached on 571-272-1267. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 



Application/Control Number: 10/019,570 Page 
Art Unit: 1743 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). / 




Lyie A Alexander 
Primary Examiner 
Art Unit 1743 



